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§868.5675

§868.5675 Rebreathing device.

(a) Identification. A rebreathing de-
vice is a device that enables a patient
to rebreathe exhaled gases. It may be
used in conjunction with pulmonary
function testing or for increasing
minute ventilation.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §868.9.

[47 FR 31142, July 16, 1982, as amended at 65
FR 2313, Jan. 14, 2000]

§868.5690 Incentive spirometer.

(a) Identification. An incentive spi-
rometer is a device that indicates a pa-
tient’s breathing volume or flow and
that provides an incentive to the pa-
tient to improve his or her ventilation.

(b) Classification. Class II (perform-
ance standards).

§868.5700 Nonpowered oxygen tent.

(a) Identification. A nonpowered 0OXy-
gen tent is a device that encloses a pa-
tient’s head and upper body to contain
oxygen delivered to the patient for
breathing. This generic type of device
includes infant oxygen hoods.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §868.9.

[47 FR 31142, July 16, 1982, as amended at 65
FR 2313, Jan. 14, 2000]

§868.5710 Electrically powered oxygen
tent.

(a) Identification. An electrically pow-
ered oxygen tent is a device that en-
closes a patient’s head and, by means
of an electrically powered unit, admin-
isters breathing oxygen and controls
the temperature and humidity of the
breathing gases. This generic type de-
vice includes the pediatric aerosol
tent.

(b) Classification. Class II (perform-
ance standards).

§868.5720 Bronchial tube.

(a) Identification. A bronchial tube is
a device used to differentially intubate
a patient’s bronchus (one of the two
main branches of the trachea leading
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directly to the lung) in order to isolate
a portion of lung distal to the tube.

(b) Classification. Class II (perform-
ance standards).

§868.5730 Tracheal tube.

(a) Identification. A tracheal tube is a
device inserted into a patient’s trachea
via the nose or mouth and used to
maintain an open airway.

(b) Classification. Class II (perform-
ance standards).

§868.5740 Tracheal/bronchial differen-
tial ventilation tube.

(a) Identification. A tracheal/bron-
chial differential ventilation tube is a
device used to isolate the left or the
right lung of a patient for anesthesia
or pulmonary function testing.

(b) Classification. Class II (perform-
ance standards).

§868.5750 Inflatable
cuff.

(a) Identification. An inflatable tra-
cheal tube cuff is a device used to pro-
vide an airtight seal between a tra-
cheal tube and a patient’s trachea.

(b) Classification. Class II (perform-
ance standards).

§868.5760 Cuff spreader.

(a) Identification. A cuff spreader is a
device used to install tracheal tube
cuffs on tracheal or tracheostomy
tubes.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §868.9. If
the device is not labeled or otherwise
represented as sterile, it is exempt
from the current good manufacturing
practice requirements of the quality
system regulation in part 820 of this
chapter, with the exception of §820.180,
with respect to general requirements
concerning records, and §820.198, with
respect to complaint files.

[47 FR 31142, July 16, 1982, as amended at 54

FR 25048, June 12, 1989; 66 FR 38795, July 25,
2001]

§868.5770 Tracheal tube fixation de-
vice.

(a) Identification. A tracheal tube fix-
ation device is a device used to hold a

tracheal tube
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